MTTOopElI va cuvOouaaTEl N JOKPOXPOVIa
QTTOTEAECUATIKOTNTA PE TNV AOQPAAEIQ;
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AoBeveic TTou TTapapévouv o€ Bgpatreia
KAQOOIKEC OUCTNMATIKEC VS BIOAOYIKWV

O1 aoBeveic QaiveTal va TTAPANEVOUV NEYAAUTEPO XPOVIKO DIAOTNUA o€ BeparTreia

Cumulative survival

— Biologics
— Conventional systemics
+ + Censored

I I I
10 20 30
Treatment duration, months

Efficacy and Survival of Systemic Psoriasis Treatments: An Analysis of the Swiss Registry SDNTT, Dermatology 2016;232:640-647
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[TocooTa Kail AOyol OIOKOTING TNS OepaTTEiag

CyA MTX ADA

Treatment courses 696 63 19 158 174 137 46 A0 £9

Discontinued, n(%)° 435 (62.5) 53 (84.1) 19 (100.0) 108 (68.4) 129(74.1) 02 (45.3) 29(03.0} 26 (05.0) 9 (15.3)
Adverse events, n (%) 210(30.2) 24(38.1} 11(57.9) 67(42.4) 69(39.7) 17(12.4) 5009 14(350) 3(571)

Lack of efficacy, skin,
n (%0)*

148 (21.3) 22(34.9) 5(26.3) 33(209) 37{(21.3) 26{19.0)0 13(283) 8(20.0) 4(6.8)

Lack of efficacy,

N . 48(6.9)  1(.6) 0 (0.0) 2(1.3)  24(3.8 1288 7052 2(5.00 0(.0
joints, n (%)

Remission, n (%)* 9 {1.3) 2{3.2) o (0.0} 1{0.6) 4{2.3) 1(0.7} 1(2.2) o(0.0) of(0.0}
Otherreason, n(%)*  29(4.2) 2(3.2) 3 (15.8) 9 (5.7) 509) 322 3(6.5) 3(75) 10.7)
Not specified, n (%6)* 3 (0.4} 0 (0.0) 0{0.0) 0{0.0) 1{0.6) 2 (1.5) 0{0.0) 0(0.0) o0(0.0)

L follow-up,
no(;;f oTowEP 21(3.0) 3(4.8) 0 (0.0) 5(3.2 30.7) 5(3.6) 3{(6.5) 125 1079

*Due to the possibility of multiple answers, the total number of reasons given for treatment discontinuation exceeds the
number of terminated treatment courses.

Abbr.: ACI, acitretin; ADA, adalimumab; CyA, cyclosporine A; ETA, etanercept; FAE, fumaric acid esters; INF, infliximab; MTX,
methotrexate; UST, ustekinumab.

E

. -l Stter :~-,-_ :
_4_‘7,-;57,’-;,,_".\ = .

: - - > : Py -, - o . . . St o - wr S EL S ST N e
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BIOBADADERM registry — AlakoTTy 7\oy
QVETTIOUUNTOU CUNBAVTOC

Kaplan-Meier survival estimates.
Adverse event.
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* BIOBADADERM registry — AiakoTi AGyw
AE oTIC BloAOYIKEC BEpATTEIEC

Etanercept

Infliximab

Adalimumab

Ustekinumab

All AE
associated
with drug

discontinuati

o1

Serious AE
associated
with dmg

discontinuat

1on

All AE
associated
with diug

disconftinuari

Serious AE
associated
with drug

discontinuat

ion

All AE
associated
with drug

discontinuati

on

Serious AE
associated
with drug

discontinuari

on

All AE
associated
with drug

discontinuati

o1

Serious AE
associated
with dimg

discontinuari

Q11

Number of AE

130

15

21

31

6

Number of

treatments

PY

Incidence *

10.58
(8.91-12.56)

1"1'_]

+ s

(0.74-2.02)

26.52
20.98-33.51)

7.05
(5.19-12.20)

2.93

2.14-4.01)

2.6
(1.83-3.69)/

0.50
(0.23-1.12)

Time to
discontinuation
for AE (months)
Median (p25-
p75)

16.75
(3.51-41.02)/

6.66
(3.21-41.01)

8.26
(3.38-24.13)

16.49
(3.38-24.13)

(4.95-33.74)

16.66
(5.38-2744)

12.69
(3.97-28.33)

16.10
(1.57-40.43)

AF adverse events. PY patient-year

“Events associated with drug discontinuation/100 PY of therapy.
: ! S s S L _

S

ur Acad Dermatol Ven

o~ <

-

ereol. 2017 ) y 9. doi: io.11’/ dva4314. [Epub ahead of print]




BIOBADADERM registry - Ataxom Aéyw
AE ot1¢ kxAawo. ocvotnpatikeg Osparmeieg

Acitretin Cyclosporine Methotrexate

Serious AE All AE Serious AE All AE Serious AE
associated with | associated with | associated with | associated with | associated with
drug diug drug drug drug
discontinuation | discontinuation | disconfinuation | discontinuation | discontinuation

All AFE associated
with diug
discontinuation

Number of AE 88 5 s 197 17

Number of treatments

PY

145 0.82 49.18 4.59 15.15 1.31

Incidence* (11.76-17.87) (0.34-1.98) (41.91-57.72 2.72-7.75) (13.18-17.42) (0.81-2.10)

Time to discontinuation 4.59
for AE (months) N
Median (p25-p75)

1.87 2.98 6.59

8.07
(1.93-14.26) (1.61-4.50) (1.15-5.67) 2.36-17.57)

(3.31-22.92)

AF adverse events, PY patient-year
*Events associated with ding discontinuation/100 PY of therapy

= -~
o 3 2 i <G *3€
- B y S

“ur Acad Dermatol Venereol. 2017 | y 9. doi: 10.111/] dV.14314. [Epub ahead of print]
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AcOeveic: Aoyoc OI0KOTTNG Tn§ Bepartreiac

1095 aoBeveig

Etanercept MTX (P<o.001) UVB (P<o0.001)
Adalimumab CyA
(P=0.004) Infliximab

YUOTNHOTIKEG 6-12 PT)VEG
MoPASOCIAKES

BloAoyik& 12-20.5 HIVES

_etal. ] Am Acad Dermatol. 2013 Jan;68(1):64-72. o
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KAOLGOLKEC ZUOTNHATIKEC OEPATTELEC

EniTeuén PASI 75
« MegBoTpeEarn (MTX): 24—-65%

« KukAoonopivn (CsA): 75-89% (uwnAn docon)

- AoITpETIiVN: 23%

H pakpoxpovia Xopnynon TouC MNopei va neplopifeTal
AOyw avemOUUNT®WV EVEPYEI®WV KAl AMNAITEITAl TAKTIKN Kal

OTEVN NnapakoAouBnon Twv acbevwv.

e
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Wiz

ALl -Score

5 aoOeveig
PASI=3.5

1= T
before aften end ol
treatment treatment followng-up 5

(3 months)

5}

88 PASI 75

»H CyA eivou ammoteAeopatikd GpAppako ot SlaThpnon HIoG KOATG
KAWIKNG QVTATOKPIONG, OAA& eyeipovtan Oépata aodpdrelag e
npoeyovoa TN vedpikny PAEPN (cwAnvoploxn atpodia, aptnploxi
VOALVOTTOIN 0T, OTIELPAUATIKT] [vwon).

“Mrowietz U et al. ] Am Acad D¢ matol. 1995 SeP;33(3):470?5;: oty




Kuxdoomopivn (CyA): poxpoypdvicyoprynon & anorekecpatuc(’)tntoc

JEADV

OCTOBER 2009, VOLUME 23, SUPPLEMENT 2

European S3-Guidelines on the systemic treatment of psoriasis vulgaris

GUIDELINES

European S3-Guidelines on the systemic treatment of

psoriasis vulgaris — Update 2015 — Short version - EDF in
cooperation with EADV and IPC

H pakpoxpovia xopriynon tng CyA (<2 €tn) 6a
TIPETTEI VA €ival N £CAiPEDN, TTAPA O KAVOVAC

i TP - v we— - e e
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Me0Ootpeédan: Lokpoypdvia yoprynom & oatoteAeoaTIKOTI TN

JEADV

OCTOBER 2009, VOLUME 23, SUPPLEMENT 2

European S3-Guidelines on the systemic treatment of psoriasis vulgaris

GUIDELINES

European S3-Guidelines on the systemic treatment of
psoriasis vulgaris — Update 2015 — Short version — EDF in
cooperation with EADV and IPC

» H KAIvIKn euTrelpia pe Tn MTX gival upnAoTepn atr oTI N
TEKMNPIWMPEVN OTIC KAIVIKEG MEAETEC.

» H atmmoTeAeouaTIKOTNTA TOU PAPUAKOU QUCAVETAI JE TO XPOVOo &
UTTOPEI va aTToTEAEI ETTIAOYN MAKPOXPOVIOC BEpaTTEiag.

H xprion tng trepiopideTal KUpiwg atrd Tov Kivouvo
2 AAANAETTIOPACEWY PE AAAQ QAPUOKA, TNG NTTATOTOCIKOTNTAG, TNG
.| HUENIKNG KOTAOTOANG, TWV TTETITIKWY EAKWV K.d.

e L







QATTWAEIO TNG OTTOTEAECUATIKOTNTAC
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(@) B Adverse event

Lost to follow-up
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~ " Biologic survival in psoriasis R. Gniadecki et al, British Journal o Dermét'(;l.(-)gy"(2015) 172, pp244—25£
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Five-year analysis from the ESPRIT 10-year

postmarketing surveillance registry of adalimumab
treatment for moderate to severe psoriasis

Alan Menter, MD,” Diamant Thaci, MD,” Kim A. Papp, MD,* Jashin J. Wu, MD," Mareike Bereswill, MS,*
Henrique D. Teixeira, PhD," Simone Rubant, PhDD,“ and David A. Williams, MD’
Dallas, Texas; Lithbeck and Ludwigshafen, Germany; Waterloo, Ontario, Canada;
Los Angeles, California; and North Chicago, lllinois

Background: ESPRIT is an ongoing, 10-year, observational registry, evaluating long-term safety and
effectiveness of adalimumab treatment in routine clinical practice for patients with moderate to severe,
chronic plaque psoriasis.

Objectives: Initial 5-year results are reported.

Methods: Two populations were analyzed: the “all-treated” population received 1 or more adalimumab 3 ORIGINAL RESEARCH ARTICLE [t ittt et e
doses inregistry, continuing adalimumab treatment from a current prescription or previous study participation, i e e e——
and included the “new-prescription” population initiating adalimumab 4 weeks or earlier preregistry entry.

Results: Data were collected from September 26, 2008, through November 30, 2013, for all-treated
(n = 6059), which included new-prescription (n = 2580, 42.6%); median registry exposure was 765 and "
677 days, respectively. In all-treated, rate (events per 100 patient-years of total adalimumab exposure [E/ .
100PY) of serious ireatment-emergent adverse events (inside or outside of the regisiry) was 4.3 E/100PY, The Long-Term Safety of Adalimumab Treatment
serious infection 1.0 E/100PY, malignancies 0.9 E/100PY (nonmelanoma skin cancers 0.6 E/100PY; . L
melanomas <0.1 E/100PY). Standardized mortality mtio was 0.30 (95% confidence interval 0.19-0.44). 1 Moderate to Severe Psoriasis
Physician Global Assessment clear or minimal (effectiveness parameter) was achieved by 57.0% at : A Comprehensive Analysis of All Adalimumab Exposure in All Clinical Trials
12 months and 64.7% at 60 months of treatment. E
Craig Leonardi,' Kim Papp,? Bruce Strober? Kristian Reich,* Akihiko Asahina,” Yitua Gu,® Joseph Beason,®
Limitations: Observational data are subject 1o outcome-reporting bias. Stephen Rozzo® and Stephen Tyring’
> Central Dermatology, St. Louis, MO, USA
Probity Medical Research, University of Western Ontario, Waterloo, ON, Canada
Depariment of Dermatology, New York University School of Medicine, New York, NY, USA
Dermatologikum Hamburg, Hamburg, Germany
Sagamihara National Hospital, Sagamihara, Japan
Abbott Laboratories, Abbott Park, IL, USA
University of Texas Health Science Center, Department of Dermatology, Center for Clinical Studies, Houston, TX, USA

Conclusion: No new safety signals were observed with adalimumab treatment during this initial 5-year
registry review. Observed number of deaths was below expected. As-observed effectiveness remained
stable through 60 months. (] Am Acad Dermatol 2015;73:410-9.)

B R

Abstract Background: A favorable benefit-risk profile has been established for adalimumab, with up 1o § years of
treatment in 13 clinical trials in patients with moderate to severe chronic plaque psoriasis.
Objective: The aim of this analysis was to assess the long-term safety of all adalimumab exposure in all
psoriasis clinical trials.
Methods: A total of six sets of data were analyzed as follows: (i) all cumulative safety data from all exposure
for all adalimumab-treated patients in the 13 clinical trials in moderate to severe psoriasis (All Adalimumab
Treatment Population) through April 2007, November 2008, and November 2009, respectively: (if) longi-
tudinal data for 1403 patients treated with adalimumab 40 mg every other week (cow) dosing (Every Other
‘Week Population) through June 2007 and April 2010; and (i) data from placebo-controlled periods of
clinical trials. Adverse events that occurred up to 70 days after the final dose of adalimumab were analyzed.
Results: During placebo-controlled periods, a total of 572 patients had 173.0 patient-years (PY's) of exposure to
placebo and 1188 patients had 370.5 PY's of exposure to adalimumab. Adverse event inadence rates, expressed as
events per 100 PYs (events/100 PYs), for placebo- and adalimumab-treated patients for serious adverse events
were 7.52 and 8.64, and for serious infectious adverse events were 2.89 and 2.43, respectively.
In the 2007, 2008, and 2009 All Adalimumab Treatment Population there were, respectively, 1819 patients
(2424.7 PYs), 2197 patients (4351.9 PY's), and 3010 patients (4844.7 PYs), with serious adverse event inddence
rates of 6.51, 722, and 836 events/100 PYs, and serious infections adverse event rates of 1.32, 1.38, and
1.65 events/100 PY's.
In the 2007 and 2010 Every Other Week Population (n=1403), there were 1883.5 and 2854.1 total PYs of
exposure, respectively, with serious adverse event inddence rates of 6.32 and 6.87 events/100 PYs, and serous
infectious adverse event rates of 1.33 and 1.37 events/100 PYs, respectively.
Conclusions: Multiple lines of evidence from a total of six sets of safety data, with treatment for up to 5 years,
including results from all adalimumab-treated patients, and a subset of patients treated with 40mg eow
dosing, did not show evidence of cumulative toxicity, and showed adverse event rates that were generally
stable or decreased with increased mean per-patient exposure.
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The Long-Term Safety of Adalimumab Treatment

in Moderate to Severe Psoriasis
A Comprehensive Analysis of All Adalimumab Exposure in All Clinical Trials

Craig Leonardi,' Kim Papp,” Bruce Strober,” Kristian Reich,* Akihiko Asahina,” Yilhua Gu,’ Joseph Beason,®
Stephen Rozzo® and Stephen Tyring’

] Dermatolog Treat. 2015;26(6):493-501. doi: 10.3109/09546634.2015.1027167.
Epub 2015 Apr 17.

Evidence-based adverse effects of biologic agents in the treatment of
moderate-to-severe psoriasis: Providing clarity to an opaque topic.
Sorenson E!, Koo J>.



http://www.ncbi.nlm.nih.gov/pubmed/25886082
http://www.ncbi.nlm.nih.gov/pubmed/?term=Sorenson E[Author]&cauthor=true&cauthor_uid=25886082
http://www.ncbi.nlm.nih.gov/pubmed/?term=Koo J[Author]&cauthor=true&cauthor_uid=25886082
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Ywpiaon kai ac@aAeia

e Ot floAoyikol TopayovTeC €ivo oXETIKA XodaAN
bappoKa
* AvemiQuunteg evepyelec mov €xovv avadepOel o€
OTATIOTIKA OTLoVTIKO BaBuo otic diddopec
ONUOCIEVEVEC HEAETEC adOPOUV OE:
e EAadpda avénomn twv NMSC

e EAadpd a’énomn twv alpatoAoyikwyv kokondeiwv
* AVTIOPAOELC GTO OTHEIO €YYUONC

o KedboAaAyio

* AOILWEELC TOU VWTEPOU VHTTVEVGTIKOU
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[TocooTa Kai Adyol OIOKOTIAC TNC OePaTTEINC

CyA MTX ADA
Treatment courses 696 63 19 158 174 137 A6 A0 59

Discontinued, n (%)*  435(62.5) 53(84.1) 19(100.0}) 108(68.4) 129(74.1) 62(453) 29(63.0} 26{(65.0) 9(15.3)
Adverse events, n{%)* 210(30.2) 24(38.1} n(57.9) 67{42.4) 69(39.7) 17(12.4) 500.9 14(35.0) 3(51)

Lack of efficacy, skin,
%)t 4 148(21.3) 22(34.9) 5263} 33(20.9) 37(21.3) 26{19.0) 13(283) 8(20.0) 4(6.8)

F

ack of efficacy, 869 106 000 203 2418 1268 7052 2050 0.0
joints, n (%)

Remission, n (%)* 9 (1.3) 2(3.2) 0 (0.0} 1{0.6) 4 (2.3} 1 (0.7} 1(2.2) o0(0.0) o0{0.0}
Other reason, n(%)*  29(4.2)  2(3.2) 3 (15.8) 9 (5.7) 59) 3(2.2) 3 (6.5) 3(z5) 107
Not specified, n (36)* 3 (0.4} o (0.0) o (0.0} o (0.0} 1{0.6) 2 (1.5) o (0.0} o{o.0) o0f{0.0}

L follow-
no(j;;tf ollow-up, 21 (3.0) 3 {4.8) o (0.0} 5(3.2) 3 (1.7) 5 (3.6) 3 (6.5) 1(2.5) 1(1.7)

*Due to the possibility of multiple answers, the total number of reasons given for treatment discontinuation exceeds the
number of terminated treatment courses.

Abbr.: ACl, acitretin; ADA, adalimumab; CyA, cyclosporine A; ETA, etanercept; FAE, fumaric acid esters; INF, infliximab; MTX,
methotrexate; UST, ustekinumab.
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ORIGINAL ARTICLE

Secukinumab long-term safety experience: A pooled I
1 analysis of 10 phase II and III clinical studies in [
patients with moderate to severe plaque psoriasis

Peter C. M. van de Kerkhof, MD, PhD,* Christopher E. M. Griffiths, MD,” Kristian Reich, MD, PhD ©
Craig L. Leonardi, MD,? Andrew Blauvelt, MD, MBA.* Tsen-Fang Tsai, MD," Yankun Gong, PhD.®
Jiaging Huang, MD, PhD," Charis Papavassilis, MD, PhD," and Todd Fox, RPh, PharmB, ACPR’
Nijmegen, The Netberlands; Manchester, United Kingdom,; Gottingen, Germany; Saint Louis, Missouri;
Portland, Oregon; Bethesda, Maryland; Taipei, Taiwan; Shanghai, China; East Hanowver, New Jersey; and
Basel, Switzerland

EXPERT OPINION ON DRUG SAFETY, 2016 Taly|0r & Francis
http://dx.doi.org/10.1080/14740338.2016.1221923 Taylor & Francis Group

DRUG SAFETY EVALUATION

Safety of secukinumab in the treatment of psoriasis
Andrew Blauvelt

Oregon Medical Research Center, Portland, OR, USA
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: 430 O(creevaq e?\aﬁow Secukmumab 0€ 10
HeAETEC PpAonC 2 Ko 3 oty YPwpioon

Euvoikoé TTpo@iA aoc@daAgiag, ue Baon Tov HeydAo apiOué KAIVIKWY OEOOUEVWY

4 2UXVOTEPEG O1I AOIHWEEIG AVWTEPOU AVATTVEUOTIKOU ATTIag BapuTtnTag?!

v ‘H1ieg BAEVVOYOOEPHATIKES KAVTIVTIAOEIG TTOU OEV 0ONYyOUV O€ SIAKOTTH)
TG aywyng:

v’ Agv TTapaATNPNONKE EVEPYOTTOINON TTPOUTTAPXOUC OGS | AavBdavouoag :
QUHATIWONG OTO KAIVIKO TTPOYpPaAMHa TNS Ywpiaong?. >

v NMapoépoia XapunAd TTocooTA EHPAVIONSG CORBAPWY ACINWEEWY, :
kakonBsiwv kai MACES pe Tnv opdda Tou Etanercept?

v XapnAR avoooyovikotnTa® (0,4 %)

1. P. van de Kerkhof, ] Am Acad Dermatol. 2016 Jul;75(1):83-98.e4. doi:10.1016/j.jaad.2016.03.024. Epub 2016 May 12
2. Andrew Blauvelt (2016): Safety of secukinumab in the treatment of psoriasis, Expert Opinion on Drug Safety, DOI: 10.1080/14740338.2016.1221923, 3. Reich K|
et al. AAD 2015, San Francisco, CA (P1320)




Secukinumab Demonstrates Sustained

High Efficacy and a Favorable Safety

Profile in Moderate to Severe Psoriasis

Patients Through 4 Years of Treatment

R. Bissonnette et al, Secukinumab Demonstrates Sustained High Efficacy and a Favorable Safety Profile in Moderate to Severe Psoriasis
Patients Through 4 Years of Treatment Presented at 25th European Academy of Dermatology and Venereology Congress, 28
September-2 October, 2016, Vienna, Austria (Oral presentation)
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>XESIOOPOC HEAETNC:
4 Xpovia o€ Beparreia pe secukinumab

52 156 208
i t t t t t t t t t t } t t i t $ ” . } t t t t t ’l # I I
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O A0yot draxomr)¢ TS Oepaureiog Twv acOevwv amo Tn peAET
otnv opdda twv 300 mg FI (n, %) frov:
« Anddaon tov acBevoic (10, 6.0%),

AvemOUunto oupuPav (9, 5.4%), kot

‘EAAendn ammoteAeopatikdétnrog (7, 4.2%)

>

Double - blind Open-label
(home administration)

99.5% treatment
compliance
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To npogiA acdpédeias Sevdapoporoterat
oe B&Bo¢ xpovou (Sedopeva outd 4 £tn)

Treatment emergent AEs n=168 | n=168 | n =157 | n =142

All AEs
All SAEs
Frequent AEs

131 (78.0)

14 (8.3)

126 (75.0)

11 (6.5)

109 (69.4)

13 (8.3)

88 (62.0)

12 (8.5)

Nasopharyngitis
Upper respiratory tract infection
Headache

Pharyngitis

AE, adverse event; SAE, serious adverse event

30(17.9)
12 (7.1)
10 (6.0)
11 (6.5)

27 (16.1)
11 (6.5)
7(4.2)
2(1.2)

25(15.9)
5(3.2)
4(2.5)
3(1.9)

17 (12.0)
5 (3.5)
3(2.1)
4(2.8)
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To Trpocpl)\ acrcpa)\alcxg 6£v 6|a<p0p01T0|£|Tou o€
BaBoc¢ ¥povou (dedopeva aTro 4 £€1n)

Treatment emergent AEs n=168 | n=168 | n =157 | n =142

Selected rare AEs

Opportunisticinfections (other than TB and candidiasis) 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Tuberculosis 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Candida infections

- Vulvovaginal candidiasis 3(1.8) 3(1.8) 1(0.6) 0(0.0)

- Oral candidiasis 0(0.0) 1(0.6) 0(0.0) 1(0.7)
Neutropenia 0(0.0) 0(0.0) 0(0.0) 0(0.0)
MACE 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Crohn’s Disease 0(0.0) 0(0.0) 0(0.0) 0(0.0)
Ulcerative colitis 0(0.0) 2 (1.2)t 1(0.6) 0(0.0)
Malignant or unspecified tumors (excl. NMSC) 0(0.0) 2 (1.2)? 0(0.0) 0(0.0)

11 case was an exacerbation of previously existing ulcerative colitis; 21 case of cholangiocarcinoma, 1 case of invasive ductal breast
carcinoma
AE, adverse event; TB, tuberculosis; NMSC, non melanoma skin cancer

1+ 10TOpIKG EAKWDOOUG KOAITIOAG 2 1 XoAayyelokapkivwpa & 1 Ca pacTtou
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Secukmumab VS Etanercept
[Topopolo mpodpiA acddaAelog e To etanercept

Variable Induction Period Entire Study Period

=  To mrpo@iA aoc@aAciag Tou Secukinumab ota 150 & 300 mg {:a_c;;]

Exposure to study trea £iVC(I .n.qp6”0|o 1 95.3:61.0
pient-yr)

ny adverse event 168 (329.7)
Death 0

Nonkaalserous advef 8 gy UTTPEE KATTOIO BIAPOPOTIOINON OTO TTPO®IA aopdAeiac | 763

Discontinuation due 3

oTnv Trepiodo NG ddong évapeng (0-12 eBdouadec) o€

Infection or infestatio
ICammon adverse eve

65 (89.5)

oxéon MeE TNV KaBOAn didpkela TG Bepatreiac Twv 52

Nasopharyngitis 26 (32.8)

Headache z z 1 24 (29.6)
o gOOUGdWY (0-52 £Bdouddeq). 64
Pruritus 11(13.2)
Arthralgia , i , i 10 (12.1)
Upper sesplesioy ZUYKpioIYo TTPpOo@iA ao@aAgiag pe To Etanercept, OTTWG [~ ;45

Back pain . . . . . L 60.3)
Cough TTPOEKUWE ATTO TNV CUYKPITIKI MEAETN TWV 52 ¢BOouGdwv. )
Hypertension S113] 0 (3.1) S 1L0] TIL.2) 20 10.0) ZZ10.0] T ara:) m— 4(47)
Nausea 8(23) 6(1.5 4(1.2) 7(2.1) 112.7) 10(2.5) 7(24) 7(8.3)
Oropharyngeal pain 9(2.8) 5 (1.5) 4(1.2) 7(2.1) 25 (6.3) 20 (5.0) 10 (3.5) 7(83)
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ecukinumab vs Ustekinumab: e
[Tapouolo TTpo@iA acpaAsiag pe 1o ustekinumab

Table II. Adverse events during the 52-week study
period (exposure-adjusted®)

Secukinumab
S00 mg Ustekinumab
n = 335 n = 336
n (IR) n (IR)
[95% (1] [95% CI]
Any AE 286 (280.9) 278 (250.1)
[249.3-315.4] [221.6-281.3]
Serious AEs 30 (9.6) 26 (8.5)
[6.5-13.7] [5.5-12.4]
Death 0 1
Discontinued treatment 10 9
due to AE
System organ class
Infections and 197 (98.4) 194 (95.8)
infestations' [85.1-113.1] [82.8-110.3]
Most frequent individual
AEs*
Nasopharyngitis 77 (27.7) 83 (31.0)
[21.4-33.8] [24.7-38.5]
Headache 40 (13.5) 41 (14.2)
[9.7-18.4] [10.2-19.3]
Upper respiratory tract 31 (10.1) 30 (9.9)
infection [6.9-14.3] [6.7-14.2]
Arthralgia 25 (8.1) 28 (9.2)
[5.3-12.0] [6.1-13.3]
Diarrhea 23 (7.5) 24 (7.9)
[4.7-11.2] [5.1-11.8]
Back pain 22 (7.1) 26 (8.5)
[4.4-10.7] [5.6-12.5]

A Blauvelt et al ] A




Apa...utTopEi TEAIKA va ouvOuadoTEl N
MOKPOXPOVIA ATTOTEAECUATIKOTNTA UE TNV




?  KAOOOIKEC oUOTNUATIKEC BEPATTEIEC
v BloAoyIkEC BeparTreieg

v secukinumab




